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DEPARTMENT OF HEALTH & HUMAN SERVICES Publk Health service i

Food and Drug Administration
2098 Gakhar Road
Rockvllle MO 208W

APR I 6 \q~7
.

Mr.Oeage Kempsd
President
Linvam corporation
11311conoeptBoulevard
LArgo,Florida 33773-4908

DearMr.Kempsdl:

TheFoodandDrugAMnMation (FDA)hasreviewedsomepromotionalmaterialand

m
catalogorderingMorrnationrefbdng to theWnvateoL@haver Blades”andthe
“Liposhaver.“ Theobjc@to whichthesenamesreferis ●devicewithinthemeaningof
section201(h)of theFederalFood,DrugandCosmeticAbt(theM) becauseit isusedto
diagnoseor treat a medkalconditionor to afkt the structureor fbnotionof thebody.

Thebladesthatyouhavedescribedin thesematerialsareusedinconjunctionwiththe
ApexUniversalDriveforE’NT,whichwasclearedbyFDA’sCenterforDevicesand
hdiOIO$Cd Healthpursuantto 51O(IC)numbersK944476andK964548,WhiOh Linvatec

submittedinaccordancewithsectionSIO(IC)of theAot, Theintendedusefor theApex
deviceiaas“thechivesystemforvadoushandpiecesandbladesusedfor shavingof soft
tissueandboneduringotolqmgologkal andreoonstmctivesurgery.”Yourintendeduse
statementak saysthat the hMdph3WSareUSOdto drive blades,burrq androutersin
Performingotolaqngologioalandreconstructivesurgeryandthat the bladq burrsand
routersareusedfor skins of softtissueandboneduringotolaryngologicaland
reconstnmtivesurgery.

Theintendedusesfor thebladeareset forthinthe provisionsof section21 CFR
874.4140,Thatsectiondescribesear,noseandthroatbursas follows,“(a)Idknt(jlcaiion.
Anear,noseandthroatbur isa deviceconsistingof aninterchangeabledrillbit intended
foruse inan ear,noseandthroat eleotrk or pneumatksurgicaldtill(~ 874,4250)for
indsingor removingboneintheear,noseor throatarea. Theburconsistsofa cartdde

o

cuttingtip on ●metalshankor ●coatingof diamondon a metalshank. Thedevke isused
inmastoidsurgery,fkontalsinussurgery,andsurgeryof the fhclalnerves,



(b) Ck@#9ctz#kuxClass I. The deviceis exempttim the premarket notification
procedures in subpart E of part 807 of this chapter.”

The uses descrii in the CFR are the onlyuses that allowthe device to remainexempt
tim the premarketnotificationrequirements,

The promotionalmaterials distributedat the 100a annualmeetingof the American
Academyof OtolaryngoIogyat the Washington DC ConventionCenter horn September
29-October ~ 1996 promote the devicefor head and neck adipose tissue resection and
compare the use ofLinvatec’s devicewith conventionalliposuction. The catalog ordering
Mormation refm to the “IJposhaver” bladq whichimpliesthe use of the device for fat
removal. Neither the clearancefor the Apexsystemnor the exemptionfor the blade
includesliposuctionor the resectionorremovalof adipose tissue.

In legal t- these materialshavemisbrandedboth the blade and the Apexdrive system
withinthe meaningof section 502(0) of the Act and adulteratedthem under section
501(f)(l)(B). The products are misbrandedbecauseyou did not submitinformationthat
showsyour deviceis substantiallyequivalentto other devicesthat are legallymarketed for
the particularuses for whichyou are advertisingthe devices. They are adulterated in that
you did not obtainpremarketapprovalbased on Mormation developedby you that shows
your devkx is safoand effective.

FDA’sregulationsat 21 CFR801.4 providethat the term “intendeduses” refers to the
objectiveintent of the persons legallyresponsiblefor the labelingof the device. That
intent maybe shownby labelingclaimsor advertisingmatter or oral or written statements
by such persons or their representatives, Makingclaimsregarding liposuction
impermissiblechangesthe intendeduse of the device. Pursuant to section 510(k) and as
explainedin 21 CFR 807.81(a)(3)(ii),claimsthat state or implythat the devicecan be used
for liposuctionrequire the submissionto FDAof premarketnotification.

There are severalnews iutichx, includinga ~
● article dated

March 16, 1996and an October 19, 1995Reuters newswire article, that describethe
procedure for the removalof fat practicedby Dr. CharlesGross and associate that
procedure with the word “liposhave~’and the name“Linvatec.” Whilewe have not
located any more recent tiicles and whilethese articlesdo not attribute to Llnvatec
ofilcialsor employeesany statementsregardingthe devicq we adviseyou that, for future
reference, any statementthat is attributableto anyoneat Linvatecthat promotes the device
marketedby L~nvatecfor liposuctionor for the removalof fat or for any use that is not
withinthe cleared intendeduse for the device,as providedabove, will fbrther misbrand
and adulterate the device.

This letter is not intendedto be an all-inclusivelist of deficienciesassociated with the
Linvatecblades. It is your responsibdityto ensure adherenceto each requirementof the
Act and the Federal regulations. The specificviolationsin this letter mayrepresent
practices used in other promotionalor advertisingmaterialsused by your firm. You are
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responsibleforinvestigatingandreviewingthesematerkdsto ensurecompliancewith
applicableregulation

You shouldtakepromptactionto correcttheseviolatiom Failureto promptlycorrect
thesedeviationsmayresultinFDA’sinitiatingregulatoryaotionwithoutHer notice.
Theseactionsinoludqbutarenotlimitedto, seizingyourproduotinventory,obtaininga
courtinjwwtion@nst fbrthermarketingof theproduogandassessingcivilmoney
penalties. Also, other FederaIagencies

%?Bkwa!!x?tig;z?:such as this on%so that they mayoonsid
contraots.

M isneceswuyforyouto takeactionon thismatternow, Please let this ofBoeknow in
writingwithin 15workingdaysof yourrccelptof thisletterwhatstepsyou aretakingto
cam% theproblem.We also ask that you explainhowyou planto preventthishorn
happeningagain. If you need more timq let us know whyand whenyou expect to
completeyour cmreotion. Pleasedireotyour responseto DeborahWol&Regulatory
Counsel,Promotion and MvertisingPolicyS@ Ofilceof Compliance(HFZ-302),2098
GaitherRoad, Roolwille,Maryland 20850,

Fiiy, YOU shouldunderstandthat there are manyFDArequirementsptig to thO

manuf~re and marketingof medkaldevices. Thisletterpertainsonlyto the issue of
prcrnarketolearanoeforyourdevke andtherelatedIssuesof howyoupromoteand
advertisethedevioeanddoes not necessdy addressother obligationsyou have under the
law. You mayobtain general informationabout allof FlX4’srequirementsfor
manufhoturersof medicaldevicusby contactingour Divisionof SmallManufacturers
Assistanceat (800)638-2041 or on the Internet at httptihvww.fda,gov.

If you have more spcoificquestions about how FDA marketingrequirementsaffectyour
particulardeviceor about the contentof thisletter,you maycontact Deborah Wolfat
(301) 594-4639.

A copy of this letter is beingsent to FDA’s FloridaDistriotOffice. Please semda copy of
your response to the District Director, FloridaDistrictOfficq Food and Drug
Administration 7200 Lake EllenorDriv%Suite 120,Orlando,Florida 32809.

Sincerelyyou~

Af&wv2)4a
Lil ian Gill
Director
Officeof Compliance
Center for Devicesand

RadiologicalHealth


